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Quality assessment of lomefloxacin hydrochloride eye drops

Pang Huan-huan, Gong Li-ting, Mao Xin and Wang Xue
(Jilin Institute for Drug Control, Changchun 130033)

Abstract Objective To evaluate the suitability of the statutory standard and the quality status of lomefloxacin
hydrochloride eye drops of different domestic manufacturers. Methods  According to the general requirements of
national assessment programs, the statutory standard methods combined with exploratory researches were used to
evaluate the quality of lomefloxacin hydrochloride eye drops. Results  According to the statutory standards for the
examination of the 153 batches, the unqualified rate was 0.7%. The method of related substances test was optimized.
This paper also researched the structures and sources of major photodegradation impurities. The formulation
rationality of domestic lomefloxacin hydrochloride eye drops was evaluated and most of the formulation was not
reasonable. Conclusion The quality of lomefloxacin hydrochloride eye drops was generally good. On the one hand,
the statutory standards needs to be integrated and improved. On the other hand, exploratory research results suggested
that the formulation should be optimized, and the obscuration of inner packing material should be improved.
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Tab.1 Linear gradient elution program

t/min TEBNAAA% TEHB%
0 65 35
15 65 35
20 55 45
25 55 45
30 65 35
35 65 35
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Tab. 2 Linear gradient elution program

t/min MBNHHAY WENAHB/%
0 70 30
15 70 30
20 50 50
26 50 50
27 70 30
37 70 30
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Tab.3 Result of the unqulified item
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Tab. 4 Impurity of sample from different manufactures
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P P P P % %
JEA - KA H
M 005 - ; - 0.04 001  0.10
G 006 - ; - 0.05 001 0.2
A 006 - ; - 0.04 001  0.10
H 007 - ; - 0.04 001  0.10
C 007 - ; - 008 002 017
I 0.04 - ; - 002 003  0.09
L 007 - ; - 0.06 006  0.19
D 009 - ; - 005 007 021
E 006 - ; - 006 012 022
F 0.02 - ; - 0.05 002  0.09
J 005 - ; - 012 012 029
B 0.03  0.08 ; - 003 003 017
K 0.02 - 0.04 039 008 004 057
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Fig. 1 Related substances chromatogram of sample from
K manufacture
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Fig.2 Related substances chromatogram of crude drug from
K manufacturer
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Fig.3 Chromatograms of crude drug by oxidation
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Fig. 4 Related substance RRT1.4 chromatogram of solar radiation
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Fig.5 Total ion chromatogram of photodegradation products of impurity B
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Fig. 6 The MS1 of photodegradation products of impurity B
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Tab. 5 Results of osmolality ratio of formulation adjusted

Mk Falk
it - — - - #s - — -
R A2 7 R WAL T5 R AR b T i AR AT JE
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160502 0.89 1.05 16060701 1.24 1.02
151101 0.89 1.05 15101502 1.18 1.02
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Tab. 6 Results of the formulation rationality
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